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) MAIL STOP: PATENT EXTENSION 
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For: FATTY ACID COMPOSITION 

APPLICATIUN FOR EXTENSION ~~PAT~~T TERM 
PURSU&T TO 35 U.S.C. 6 156 

MAIL STOP: PATENT EXTENSION 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 223 13- 1450 
sir: 

In accordance 4th the provisions of 35 U.S.C. $ 156 and 37 C.F.R. 8 1.701 et seq., 

the owner of record of U.S. Patent No, $502,077 requests that the terns of this patent be 

extended by 1,728 days; to expire on December 19,2017. 

The application (U.S., Apphcation No. 07/902,500} which issued as U.S. Patent No. 

5,502,077, was filed on June 23,1992 and issued on March 26,” $996 for “Fatty Acid 

Composition,” listing Harald Breivik, Berm B&r&en, Knut H. Dahl, Hans E. Krokan, and 

Kaare H. B&W (“Breivik et al.“) as inventors. The term of U.S. Patent No. 5,502,077 will 

expire, unless extended; on March 26,2013 (i.e., 17 years&om the date on which the 

application for the patent issued). The above-referenced patent is a continuation of U.S. 

Application No. 07/389;902, filed August 4; 1989, now abandoned. 

Pronova Biocare AS, a Norwegian corporation, is the assignee of the entire right, title, 

and interest in U.S. Patent No. 5,502,077, granted to Breivik et al. on March 26, 1996 for 

“Fatty Acid Composition”, by virtne of an assignment from the inventors to Norsk Hydro a.s, 

of Bygdoy Alle 2,0257 Oslo 2, Norway, August 4,1989 at Reel 005 I1 1 and Frarne 0097 for 
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the parent application (i.e., U.S. Application No. 07/389,077) and an assignment from Norsk 

Hydro a.s, to Pronova Biocare AS, submitted to the US. Patent and Trademark Office on 

August l&2004 for recordation. (APPENDICES E and F respectively). 

The marketing agent is Ross Products Division of Abbott Laboratories (“Ross 

Products Division”). A licensing agreement between Ross Products Division and Pronova 

Biocare exists. Under this agreement, Ross Products Division sought and obtained FDA 

regulatory approval for NDA application 2 l-654 for OMACOR@ Capsules. Evidence of the 

agreement between the marketing applicant and Pronova Biocare will be furnished upon 

request, if required. 

The undersigned representative submits this application for extension of the patent 

term of U.S. Patent No. 5,502,077 by providing the following information in accordance with 

35 U.S.C. $ 156 and 37 C.F.R. 3 1.710 et seq., and foflows the numerical format set forth in 

37 C.F.R. 6 1.740(a)(l)-(16). The undersigned attorney has power in this case to act on 

behalf of Pronova Bioctie AS as shown in the attached Power of Attorney (APPENDIX G). 

The following attachments accompany the Application for Patent Term Extension: 

Appendix A 
Appendix B 
Appendix C 

Appendix D 
Appendix E 

Appendix F 

Appendix G 

Copy of product information about OMACGR@ Capsules 
Copy of approval letter from the FDA for OMACOR@ Capsules 
Copy of U.S. Patent No. 5,502,077 and Copy of Certificate of 
correction 
Copy of Maintenance Fee Statements for U.S. Patent No. 5,502,037 
Copy of recorded assignment documents,for US. Application No. 
07/389,902 
Copy of Request for Recordation and Copy of Assignment submitted 
to the U.S. Patent and Trademark Off?ce on August I2,2004 listing 
U.S.S.N. 07/902,500 now U.S. Patent No. 5,502,077, assigning the 
patent from Norsk Hydro as to Pronova Biocare AS 
Power of Attorney 

VA 678479.1 
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I. 3’7 C.E”.R fz 1.710 (aMI> TO (aMli51 

(1) IDENTIFICATION OF PRODUCT 

The product subject to regulatory review is ORzACOR@ Capsules (trade name). 

Product information regarding OMACOR@ Capsules is found in APPENDIX A. 

An OMACORB Capsule contains a lipid-regulating agent and is supplied as a liquid- 

filled gel capsule for oral administration. OMACOR@ Capsules contain 1 gram of omega3- 

acid ethyl ester liquid concentrate consisting of at least 900 mg omega-3-acid ethyl ester. 

Each capsule provides approximately 465 mg Eicosapentaenoic acid (EPA) ethyl ester and 

approximately 375 mg Docosahexaenoic acid @HA) ethyl ester. 

The structural formula of EPA ethyl ester is: 

The empirical formula of EPA ethyl ester is C22H3402, and the molecular weight of EPA 

ethyl ester is 330.51. 

The structural formula of DHA ethyl ester is: 

The empirical formula of DHA ethyl ester is C24H3602, and the molecular weight of DHA 

ethyl ester is 356.55. : 

OMACORB Capsules also contain as inactive ingredients: 4 mg a-tocopherol (in a 

carrier of partially hydrogenated vegetable oils including soybean oil), and gelatin, glycerol, 

and purified water (components of the capsule shell). The recommended daily dose is 4 g per 

day, administered as a single dose or administered twice daily (as 2 capsules of 2 gram each). 

VA 678479.1 
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OMACORB Capsules reduce very high (> 500 mg!dl) triglyceride (TG) levels in 

adult patients. Omega-3 polyunsaturated fatty acids have an effect on lzypertension and 

serum cholesterol. 

VA 678479.1 
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OMACOR@ Ca$sulesare subject to regulatory review under .section SOS(b) of the 

Federal Food, Drug, and, Cosmetic Act (21 U.S.C. 6 3551, as a human drug. 

VA678479.1 
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OMACORQ Capsules received permission for camn~rci~l imwketing under section 

505(b) of the Federal Fobd, Bug?, and Cmnetic Act (21 U.S.C. 0 359, on November 10, 

2004. A copy of the approyal letter is attached as APPENIXX B. 

VA678479.1 
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(4) IDENTIF’ICATION OF EACH ACTIWi’N 

37 C.F.R. 0 1.740(a)(4) requires ~that in the case of a drug product ‘“an identification of 

each active ingredient in: the product and as to each active ingredient, a statement that it has 

not been previously approved for commercial marketing,or use under the Federal Food, Drug, 

and Cosmetic Act, the Public Wealth Service Act, the Publie Health Service Act, -or the Virus 

Serum-Toxin Act, or a statement of when the active ingredient was approved for commercial 

marketing or use (either Ialone or in combination with other active ingredients), the use for 

which it was approved, and the provision of law under which it was approved.” 

QMACOR@ Capsules are a lipid-regulating composition. An OMbGOR@ Capsule is 

supplied as a liquid-filled gel capsule for oral administration. An 8 COR@ Capsule 

contains 1 gram of omega-3-acid ethyl ester liquid concentrate f;onsisting of at least 900 mg 

omega-3-acid ethyl ester. Each capsule provides approximately 485,mg Eicosapentaenoic 

acid (EPA) ethyl ester and approximately 375 mg Docosahexaenoic acid (DHA) ethyl ester. 

The structural formula of EPA ethyl ester is: 

The empirical formula of EPA ethyl ester is C~+JH&&, and the -molecular weight of EPA 

ethyl ester is 330.51. 

The structural fobula of DHA ethyl ester is: 

The empirical formula of DHA ethyl ester is C&&&& and the molecular weight of DHA 

ethyl ester is 356.55. 

VA 678479.1 
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OMACOR@ Capsules also contain as inactive ingredients: 4 mg a-tocopherol (in a 

carrier of partially hydrogenated vegetable ails including soybean oil), and gelatin, glycerol, 

and purified water (cornbonents of the capsule shell). The reconxnended daily dose is 4 g per 

day, administered as a single dose or administered twice daily (as 2 capsules of 2 gram each). 

OMACOR@ C%&des reduce very high (> 500 mg/dL) triglyceride (TG) levels in 

adult patients. Omega-31 polyunsaturated fatty acids have an effect on hypertension and 

serum cholesterol. 

The active ingredients have’not. been previously approved for commercial marketing 

or use under the Federal’Food, Drug, and Cosmetic Act, the Public Health Service Act, the 

Public Health Service Act, or the Virus Serum-Toxin Act. 

VA 678479.1 
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This application is submitted within the sixty-day period p for submission 

pursuant to $1.720(f), Specifically, this application is being submmed within the sixty-day 

period “beginning on the date the product first received permission for commercial marketing 

or use under the provisions of law under which the apphcable regulatory review period 

occurred.” 

OMACORB Caisules received permission fm commercial marketing under the 

Section SOS(b) of the Federal Food, Drug, and Cosmetic Act (21 USC. $355) on November 

10,2004, A copy of the, approval letter is attached in APP~~TX B. Sixty days Tom 

November lo,2004 is January 9,2005. However, as January 9,2005 falls on a Sunday, 

according to 37 C.F.R. fi 1.7, the deadhne is extended to Monday, January 10,2005. 

Thus, the last day on which this application.could be submitted is January IO, 2005. 

VA 678479.1 
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(6) IDENTIFICATION OF PATENT 

The patent for which patent term extension is being- sought is US. Patent No. 

5,502,077, which was filed on June 23,1992 and ‘issued on March 26,f996 for ““Fatty Acid 

Composition,” to HaraldYBreivik, Bernt BWetzen, Nut H. Dahl, Hans E. K.rokqn, and Kaare 

H. Biinaa, the listed inventors. This patent was filed as U.S. Application No. 07/902,500, 

which is a continuation of U.S..Application No. 07/3&9,902, filed Augmt 4, 1989, now 

abandoned. 

The tern of USPatent No. 5,5-02,077 will expire, unless extended, on March 26, 

2013 (i.e., seventeen years f&m the date the patent *was granted in the United States). 

VA 678479 1 
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Q COPY OF PATENT 

A copy of U.S. Patent No. 5,X)2,077 is attached as APPEmE C. 

VA 678479.1 
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(81 OTHER*A~I~DO~~~~~ 

A Certificate of Correction regarding U.S. Patent No, 5,502,077 is enclosed in 

APPENDIX C. The records of the undersigned do not indicate that any.other statutory 

disclaimer, or reexamination was issued in U.S. Patent No. 5,502,0177. 

The four-year and eight-year maintenance fees have been paid. A copy of the 

maintenance fee statements (from the U.S. Patent and Trademark Off!k(s Website) verifying 

each payment is attached as APPENDIX D. 

VA 678479 1 
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(9) CLMMS COrn~G”TH[E, PRODUCT 

The claims of US. Patent No. $502,077, which are all methods-of use claims, cover 

the approved product, OMACORB Capsules. 

As required, App@nt provides a showing of at least one applicable method of use 

claim and the manner in ?which the c&imreads on the approv~,prod~. Claim 1 is a method 

of treatment claim that reads on the approved product as noted below; 

Claim@ of 
U.S,kN. 5;502;077 

human patient, which comprises orally 
administering to a patient a pharmaceutical 
composition in which the active ingredients 
consist essentially of a mixture of fatty acids 

(all-Z omega-3)-4,7,‘10,j3,l6,19- 
docosahexanenoic acid (DHA) 

DHAthus gives izpproknately 840 mg, 

capsule and 93.3% by ktty acids, which 
fblfills the criteria of “at least 80% by 

I in a weight ratio of EPA:DHA of from 1 Approximately 46s mg EPA and 
1:2to2:1, - approximately 375 mg DIVA is present in 

said composition being administered an OMACQR@ Capsule, i.e., they are 

in amounts providjng a hairy dosage of 1 to 10 present ina weight ratio of .1.24: 1, which 

grams of said mixture of fatty acids. fulfills the criteria of “in a weigh# ratio of 
-EPA:DHA of f&m 1:2 to 2:l”. 
OMACOR@ Capsules are administered in 
an amount of4 grams per day (3.6 grams 
of fatty acids per day), which is within the 
interval of 1 to ‘10 grams per day. 

Claims 2-9 and 22 depend either directly or indirectly from Claim 1 and also read on 

the approved product. 

With respect to Ckirns 10 and 11, which depend indirectly from Claim 1 and 

respectively relate to the salt form and free acid form, Applicant believes these claims may 

VA 678479 1 
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also read upon the approved product. For instance, salt forms are included under the 

definition of the “product” under 35 U.S.C. 0 156(f). See E)?fizer .kc. v. -2%. Reddy ‘s Labs. 

Ltd., 359 F.3d 1361,1364-1366,69 U.S,P.Q2d 2016,2018-2019 (Fed. Cir, 2004). &I the 

Pfizer case, the Federal Circuit conclu&d that the statute makes cleax &at the drug product 

means the active ingrediknt, which includes any salt or ester of the active ingredient. Id. 

VA 678479 1 
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The relevant dates and information pursuant to 35 USC. 6 156(g), and 37 C.F.R. 3 

1.74O(a)( 10)(i), to enable the Secretary of Realth -an8 J%unm Services to determine the 

applicable reguIatory review geriod for a patent claiming a ~WXIII drug are as follows: 

(a) The effective date of the investigational new drug ( ) application is August 

15,1994. The IND number is INl3 45,998. The MD appliidation was submitted by 

Pronova Biocare AS. 

(b) The new drug application @IDA) was initially ~b~i~~ on January 12, 

2004. The applicatibn number was MIA 21-654. 

w The ND+ was approved November 10,2004. See APPENDIX B. 
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(11) BRIEF DESCRIPTION OF THE SI~~~~C~~ ACXVITIES 

The following is a brief description of the sign&ant activities undertaken by the 

Applicant and the marketing apphcant during the applicable regulatory review period with 

respect to OMAC!OR@ Capsules and the significant dates applktible to such activities. 

bm hate 
u.lgust 15,1994l ‘ronova application regarding 

coma@; protocol amendment 
to alter STG levels after 
dietary intervention portion of 

ktober 19, 1994 

‘ronova 

TDA 

kmova 

;DA ?ovember 20,1995 

September l&l994 to 

Copy of FDA contact 
December l&1995 

‘ebruary 23,1996 

?ronova 

?ronova 

studies, ineluding rat and 
mouse carcinogenicity 

Pre$JDA~meeting, Metabolk 
tfz Bndocrkre div. (FDA and 
Pronova), 

vIarch 14,1996 

Qxil $1996 

3ctober 18, 1996 

Pronova 

i Endocrine div, I 
Prdnova FDA bGnutes Additional minutes regarding 

IhePre-NDA meeting, 

Y’ovember 24,199( hpma iacsimile IDrs.f ,a.nrmaJ report for 
triglyceride IND 45,998. 
Covers the period from 
August l&l995 to August 
31.1996. 

January 5,1997 Pronovl Concerning Pronova’s 
facsimiles of the 12* and l@ 
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review (rat ,and mouse 

reyie& (rat and mouse 

Pronova and agenda 

fatty acid treatment on 
cardiovascular clinical 

decal Q fffcs, Chemistry 
Reviewer, and Biometrics 
Reviewer to discuss issues 
pertaking to NDA 21-654. 
Additional information 
regarding CMC/stability of 

VA 678479 1 



Date 
September 10,200f 

October 20,2003 

Jamwy 9,2004 

Jamuiry 12,2004 

January 20,2004 
March 25,2004 

April 2,2004 
May lo,2004 
May 12,2004 
I-day 24,2004 
May 28,2004 
June 2,2004 
‘July 1,2004 

September 3,2004 
SeDtember 8.2004 
September 10,. 200 
Setdember 14,200 

October 22,2004 
October 28.2004 

IOctober 29; 2004 

INovember 9,2004 

F$r-- 
Rot+ 

FDA 
Fy 
FDA 
FDA 
Ei@A 
FDA 
FL&4 
FD+4 
FDA 
FQA 
FDA 
FtiA 
f@x-- 
“A 
FQA 
FDA 
FDA 
FQA 
FDA 
FDA 
FDA 

Atto&y’s I3ocket No.: 003303-212 
U.S. Patent NW 5.50>.077 

Appfic&on No.: 07/902,500 
Page I8 

/FDA IROSS I 

VA 678479 I 
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’ The IND application @ND 45,998) was submitted by Pronova Biocare AS on August 

15,1994. In accordance :with a license agreem& between Pronova Biocare AS @censor) 

and Ross Products Division (licensee), Ross Products Division fiIed an NDA application with 

the FDA on January 12,2004. The NDA appkation was approved November l&2004. 

’ Covance has performed and reported several studies on an&W toxicology of 

OMACOR@ Capsules on behalf of Pronova Biocare AS. 

3 Consultant Ronald G. ‘Leonardi ,(president, R&R Registrations for Pronova Blocare 

AS). 

VA 678479.1 
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U.S. Patent No. 5,502,077 is believed to be eligible for the requested extension of 

patent term, and the extension is 1,728 days fi-om the date of issue. 

The length of @extension of the term of U.S. Patent No. 5,502;077 of 1,728 days is 

based upon 37 C.F.R. 0 4.775, which st&es that the term of the patent for a human drug will 

be extended by the length of the regulatory review period for the product as determined by 

the Secretary of Human J?Ieahh and Human Services, reduced as appropriate pursuant to 

paragraphs (d)(l) through (d)(6) of this section. 

12.1 3’7 C.F.I& 6 1,.775(c1 

First, the length ef the regulatory review period for a human drug will be determined 

by the Secretary of Human Health and Bunan Services. Under 35. USC.. $ 156(g)(3)@), it 

is the sum of: 

(1) The number of days in the period beginning on the date an exemption under 
subsection (i) of section 505 of .the Federal Food, Drug and. Coqnetio Act became 
effective for the approved produot and ending on the date an application was initially 
submitted for such product under those sections; and 

(2) The number of days in the period beginning on the date the app&ation was initially 
submitted for the approved product under section 505 of the Federal Food, Drug and 
Cosmetic Act and ending on the date such application was approved under such 
section. 

VA 678479.1 
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12.2 37 C.F.R: 6 1.775tcMl‘l / 

With respect to 37 C.R.R. $ 1.775(c)(l), the date a chnkal investigation started was 

August 15, 1994. The date an application was initially submitted with respect to section 505 

of the Federal Food, Drug and Cosmetic Act was January l23 2004, 

Thus, the %umber of days in the period beginning on the date, an exemption under 

subsection (i) of section 505 of the pederal Food, Drug and Cosmetic Act became effective 

for the approved product and, ending on the date an applica~on’w~ initially submitted for 

such product under those sections” is the number of days between Awgus4 315,1994 and 

January 12,2004, which is 3,438 days (Le., 9 years and 152 days). 

12.3 37 C.F.R & L775icM2~ 

With respect to 37 C,F.R, 0 1,775(c)(2), the date the NDA apphcatiun was initially 

submitted with respect to section 505 of the Federal Food, Drug and Cosmetic Act was 

January 12,2004. Theidate this NDA application was approved under such act was 

November 10,2004. 

Thus, the “number of days in the period beginning on the date the application was 

initially submitted for the approved product under section 505 o,f the Federal Food, Drug and 

Cosmetic Act and ending on the date such application wan approved under such section” is 

the number of days between January 12,20.04 and Novembc?r IO, 20 4 which is 304 days. 

Thus, the sum of the periods in (c)(l) and (c)(23 of this paragraph is 3,742 days (i.e., 

10 years and 90 days). : 

12.4 37 C.F.R. 6 1.775(d) 

Next, the regulatury review period for the product, as determined by the Secretary of 

Human Health and Hunhan Services, is reduced as appropriate pursuant paragraphs (d)(l) 

VA 678479.1 
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through (d)(6) of 37 C.F.R. 6 1.775(d). At the outset, Applicant notes that 37 C.F.R. 0 

1.775(d)(6) is not applicable, since US Patent No. 5,502,077 was not “issued before 

September 24, 1984.” 

37 C.F.R. 3 1.775(d)(1)(5) states: 

The term of the patent as extended for a human drug, antibiotic drug or 
human biological product till be determined’by- 

(1) Subtracting the number of days determined by Secretary of Human 
Health and Human Services the. tu be in the regulatory review 
period: 

(i) The number of days in the periods of paragraphs (c)(l) and 
(c)(2) of this section VLhich were on and before the date 
on which the patent i&u& 

: (ii) The number of days in the periods of paragraphs .(c)( 1) and 
(c)(22> of this section during which it is determined 
under 35 USC. 156(d)~Z~~~ by-the Secretary of 
Human Health and Human Services that the applicant 
did not act with due diligence; 

(iii) One-haIf the number of days rem~~g in me period 
defined by paragraph (c)(l) of this section after that 
per&d. is reduced in accordance with “paragraphs 
(d)(l)(i) and (ii) of this section; half days will be 
ignored for purposes of ~b~~tio~;, 

(2) Bk adding the number of days &termined- in paragraph (d)( 1) of 
this section to the originalterm of the patent as shortened by any 
terminal disclaimer; 

(3) By adding 14 years to the date of approval of the application under 
section 351 of the Public Health and Service Act, or subsection (b) 
of sec$ion 505 orsectiun 507 of the Fedeml Food, Drug and 
dosmetic Act; 

(4) By comparing the dates for the ends of‘the periods obtained 
pursuant to paragraphs (d)(2) and (d)(3) of this section with each 
oiher and selecting the earlier date; 

(5) If the .original,patent was issued after September 24, 1984, 
(i) By adding 5 years to the original -expiration date of the 

patent or any earlier date set by terminal dis&imer; 
and 

(ii) By comparing the pates obtained pmuant to paragraphs 
(d}(4) and (d)(S)(i) of this section with each other and 
selecting the earlier date; 

12.5 37 CF.&L 6 1.775CdXS‘l 

The periods in paragraph (d)(l,) are calculated as follows: 

VA 678479.1 



(0 The number of days in the period of paragraph (c)(l) which was on and 

before the date on which the patent issued (i.e., the period Tom August IS, 

1994 to March 26,1996) is 589 days (i.&. , f year and 224 days). The number 

of days in the period of paragraph (c)(2} of this section which were on and 

before the date on which the patent issued is zero (0) days, because the patent 

issued prior to the time the.NDA application was submitted (the NDA 

application was submitted January 12,2004). 

(ii) From August 7, 1998 t6 October 17,200, there is no activity. However, as 

there is no standard by which due diligence canbe measured, it is believed 

that the Applicant acted with due diligence during this period. Therefore, 

zero (0) days are subtracted from the regulatory review period under 

paragraph (c)( 1). In Applicant’s opinion, the rn~ke~g applicant acted with 

clear due diligence as defined under 35 U.S.C. 8 ~~6(d~(Z~~~ during the 

above calculated period of paragraphs (c)(2). Thus, zero (0) days are 

subtracted &om the regulatory review period of (c)(2). 

(iii) According to the above, “one-half the number of days remaining in the period 

defined by paragraph (c)( 1) of this section after~ that period is reduced in 

accordance with paragraphs (d)(I. )(i) and (ii) of this section” would be 3,438 

days minus 589 days, which is 2,849 days (i.e., 7 years and 294 days). One 

half of 2,849 days is 1,424 days (i.e., 3 years and 329 days). 

Thus, the adjusted period for (c)(l) of 1,424 days added to the period of time of (c)(2) 

is 1,424 days plus 304 gays, i.e., 1,728 days (i.e., 4 years and 268 days). 

VA678479.1 
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12.6 37 C.F.R: !i ~.~75~d~~Z~ 

The number of days determined in paragraph (d)(l) of this section is 1,728 days, as 

described in detail above. 

The patent is not subject to any terminal &sch&ner, Thus, the origin& term of the 

patent is 17 years fkom issue, i.e., March 26,2013. 

Thus, adding the number of days determined in paragraph (d)(l) of this section to. the 

original term of the patent is 1,728 days added to March 262013. This would extend the 

date to December 19,2017. 

12.7 37 C.F,ti W 1.7751d‘)CJ‘E 

The date of approval of the application under subsection (b) of section 505 of the 

Federal Food, Drug and ICosmetic Act was November 10,2004-. 

Thus, adding 14 years to the date of approval of the NDA application under section 

505 of the Federal Food, Drug and Cosmetic Act would ba November 10,2018. 

12.8 37 C.F.R &.1,775/d)(41 

The dates for the ends of the periods .obtained pursuant to paragraphs (d)(Z) and (d)(3) 

of this section December 19,2017 and November 10,2018, res,pectively. Of these two dates, 

the earlier date is December 19,2017, 

12.9 37 C.F.Fi. !$1,7756dKQ 

(0 The original expiration date,of the patent w,ofifd be Mamh 26,2013. Adding 

5 years to the original ‘expiration date of the patent or earlier date set by 

terminat discIaimer would result in-a date of March 26 2018. 
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(ii) The dates: obtained pursyant to paragraphs (d)(4) and (d)(5)(i) of this section 

are Decetiber 19,2017 Lnd March 26,2018j respe@ively. Qf these dates, the 

earlier date is December 19,2017. 
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(13) DUTY OF DISCLOSE 

Pronova Biocare AS acknowledges a duty to disclose to the Director of the U.S. 

Patent and Trademark Office and the Secretary of Health and Hum= Services any 

information which is material to the det&mination of entitlement to the extension sought 

herein. Pronova acknowledges that multiple applications for patent tBr& extension have been 

filed (for U.S. Patent Nos. 5,502,007; $656,667; and 5,698,594). 
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(14) FEES : 

The Director is hereby authorized to charge the arnotit ‘df $1,120.00 (37 C.F.R. $ 

1.20@( 1)) to Deposit Acpount No. 02-4800 for receiving and acting Izpon the application for 

extension. 

The Director is hereby also autho~rized to charge any appropriate: fees that may be 

required by this paper, and to, credit any overpayment, to Deposit Accom~t Nu. 02-4800. 
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Please address all~inquiries and correspondence relating tea this application for patent 

extension to: 

Teresa Stanek Rea 
BURNS, MANE, i!&V-ECKER & !$VfEIS, LJ.,.P. 

P.0. Box 1404 
Alexandria, Virginia 223 13-1404, 

TelqJknw(703): 836-6620 
FacsMle;: (703)836-2021 
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(16) MULTIPLE ~CQPmS 

This application for extension, together with the appended kP1PENDICES A through 

G, are being subm itted iIji original form , along with three copies. The undersigned hereby 

certifies that the copies of this application for extension; together with the appended 

APPENDICES A throue G, filed herewith are true ad correct copies. 

Respectfulljr qubm itted, 

Date: Jane 7,2005 
Teresa‘Stan& Rka 
Registration No. 30,427 

P .O. Box 1404 
Alexandria, Virginia 243 13-1404 
(703) 836-6620 
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